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— Effective (works as advertised)

— Safe
= Fish

— Can be manufactured consistently



SEEETan and Maoranimaldigs:
- = One-drug-(e:g:, penicillin)
— One species (e.g., “all men are created equal,” a cow is a cow)
— One disease claim (e.g., strep throat)

= Eish: -
— One drug (e.g., Chloramine-T)

fish Sgemes (e.g., rainbow trout, walleye, catfish, etc,
...since is not a fish is not afishi)

— Many disease ¢ JrlJmJ erg., BGDhyexternal columnaris, external
flavoebacteriosis, ¢

=
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S ECOnGMIC ncen Hﬁsﬁm_p.rﬂctlcally
ﬂpﬂ'rﬂ-puﬁmector critical

= People eat fish

— Drug residues safe and at safe levels in fish tissue

R

= Hatchery effluent discharges inte environment (directly

Into surface water)

— Concern from public and NGO’s

otSptlElEWi ES JresleRelSTAINTorn of fetage

ciscrizree

()
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— Antimicrobial resistance
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= . — . _,_.__ . - -
== Eﬁ'ectlveness —_— = Envwonmental assessment
___ﬁé—_.,
= Safety to the target = Chemistry, manufacturing,
Species and controls ~
= Human food safety (in = Freedom of Information

food

yroducing animals) Summary

s




Componen;

NADA J.L)IIU:D:D] f)

Eﬁeﬁlveness - Envwonmental assessment
_.==‘—gh-—
= Safety to the target = Chemistry, manufacturing,
Species and controls —
= Human food safety (in = Freedom of Infiormation

food

roducing animals) SuUmmany.
- —
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Cnzmsrry, uufuuf*umu

= Demonstrate that what you developed in the
lalb can be made in bulk

= |[dentity —
= Strength
ualitys

= Consistency from batch to batch



FlUian Food Sapzry
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~Shont.and-long term toxicology studies

= Total residue and metabolism studies*

= Analytical method validation studies*

* Used to establish withdrawal period



Envirenmenia

Assessment

re

==Goals to conduct EA tcC —§l:|p0r a G

___sggglflcant IMpacr*=(EGN

= May |_nclude Information on the introduction of the
drug Inte the environment through:

--——.....'-—-—— —

— Manufacturing “—
— Use
— Disposal

= Effect of drug on the environment



— -

opstrate.sarety or highest proposed drug
dosageto the target species when animals: are:

— Overdosed —
— Overexposed —

rlevaluate

— Histopathologies
— Behavior



— Eﬁeﬁﬂgﬁe e_ﬁeﬁﬂ%ﬁzessat the Iowest
::EE;GEGEQQJh#@HQh.

PIOPOSES

— Pivotal studies (Lab or field studies) — only need a few

= Provide high quality, scientifically valid, statistically defensible —
data -

= Follow a detailed and CVM-accepted research study protocol

NAD, studies,—need data coIIected under productlon

“envireonmeniEisceReiens!
"“Supportive or ancillary data
= Follow a CVM-accepted use protocol




ST Ieces sanly il L DUL 2IWaYS HEOTOUS, ANk
——eiilen.challenging

— Natural disease outbreak, detailed pathogen report
— Production-like conditions -

— Dose verification

— BIG Final Study Report



_ﬂ=-ai§a*'ta=c_olIec-tea%uﬁﬁgﬂzeaunent of productlon

e —
— Required:

= Mortality (or other) and water quality data

= Adverse effects/toxicity ——
= Adherence to withdrawal period

— Not required

-"j'?‘T'molog/ reoor'r

= BIG REPORT
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= Neea data fromresmaiLIm of 2 3 plv otal studies
_=_——_.

— On representative fish species for each fish group (cold-,
cool-, or warmwater fish) for each disease claim

= Need data from lots of INAD studies

— For same fish species under different environmental »
nditions from other parts of the —i

species within each fish.greup under a
variety of rearing conditions iy



FOr EXEr Y

Crylogarninz
Aree pivot

Eﬂ@iﬂb@W—ti’-@Ht—(HOtChleS NFH - CO)
— Apache trout (Williams Creek NFH - AZ)
— Chum salmon (Quilcene NFH - WA)

U 100 sof INAD studies
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SSSPETC Pt AADARS NP (o
—program)—

— Use INADs as described in the Use Protocol

— Fill out forms completely, write legibly, sign and —
date forms -

— Generate as much useful data as possible
Describe whether treatment worked on not...a

= Be patient....we're getting there...slowly.
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